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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)[3 Responsive to communication(s) filed on 26 June 2006 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [S Claim(s) 49-89 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) KI Claim(s) 49-89 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Art Unit: 1648 

DETAILED ACTION 

This Non-Final Office Action is responsive to the communication received June 26, 

2006. 

Election/Restrictions 

Applicant's election with traverse of group I, claims 49-89, SEQ ID NO: 1 and SEQ ID 
NO: 4 is acknowledged. Applicant argues that the generic claim 49 embraces the use of HCV 
alternate reading frame polypeptides, and that SEQ ID NOs: 3, 4, 5, and 6 are all contained 
within SEQ ID NO: 2, and that SEQ ID NO: 9 shares approximately 77 amino acid percent 
identity with SEQ ID NO: 2. Applicant's argument is persuasive and the requirement to elect one 
amino acid sequence from SEQ ID NO: 2, 3, 4, 5, 6, and 9 is withdrawn. 

Claims 90 and 91 are withdrawn because the claims are drawn to the non-elected 
invention. Claims 49-89 including SEQ ID NO: 2, 3, 4, 5, 6, and 9 are examined on the merits. 

Priority 

Acknowledgment is made for priority to a CIP application, 09/719,277, which issued as a 
US Patent 7,052,830, which is a 371 of PCT/US99/12929, which claims benefit of 60/088,670 
and 60/089138. The limitation of the SEQ ID NO: 9 is not seen in the applications of 
PCT/US99/12929, 60/088,670 or 60/089138. As such the claims are granted the priority date of 
4/13/2001. 
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Information Disclosure Statement 
The Information Disclosure Statements received May 20, 2005 and December 05, 2003 
have been considered and attached to this Office Action. 

Double Patenting Rejection 

Claims 49-89 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-34 of U.S. Patent No 7,052,830 in view of Deleys 
et al., US Patent No 5,922,532. 

Claims 49-89 are drawn to a method of diagnosing HCV infection, comprising contacting 
an isolated, purified, or synthetic polypeptide comprising an amino acid sequence of at least 8 
amino acids in length encoded by HCV comprising a nucleotide sequence corresponding to SEQ 
ID NO: 1 with a biological sample from a subject, and determining the presence or absence of an 
antibody, wherein presence of the antibody indicates infection with HCV. The polypeptides used 
in the currently claimed method of diagnosing HCV are SEQ ID NO: 2, 3, 4, 5, 6, and 9. 

Claims 1-34 of US Patent No 7,052,830 teach a method of diagnosing HCV infection, 
comprising contacting a biological sample from a subject with an antibody that specifically binds 
to a polypeptide comprising an amino acid sequence of at least 8 amino acids in length encoded 
by HCV comprising a nucleotide sequence corresponding to SEQ ID NO: 1 , determining the 
presence or absence of polypeptide, wherein presence of polypeptide indicates infection with 
HCV. The polypeptides to be detected in a sample are SEQ ID NO: 2, 3, 4, 5, 6, and 9. 

Thus, the polypeptides represented by SEQ ID NO: 2, 3, 4, 5, 6, and 9 recited in claims 
1-34 of US Patent No 7,052,830, which are detected in a biological sample in a method of 
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diagnosing HCV infection are identical to the polypeptides of SEQ ID NO: 2, 3, 4, 5, 6, and 9 
used for detection of an antibody in a biological sample in the currently claimed method. The 
currently claimed method and the method taught in the US Patent No 7,052,830 are directed to 
diagnosing HCV infection. The difference between the two methods is that in the currently 
claimed method, the antibody specifically binding to SEQ ID NO: 2, 3, 4, 5, 6, and 9 is being 
detected in a biological sample, and in the method of the US Patent No 7,052,830 the 
polypeptides of SEQ ID NO: 2, 3, 4, 5, 6, and 9 are being detected in a biological sample using 
an antibody that specifically binds the said polypeptides. 

It would have been obvious to the person of ordinary skill in the art to detect the presence 
of an antibody with specificity to the HCV polypeptide in a biological sample, in the method of 
diagnosing HCV infection, as opposed to detecting the HCV polypeptide in a biological sample 
using an antibody with specificity to the HCV polypeptide. One would have been motivated to 
detect the presence of an antibody with specificity to the HCV polypeptide in a biological 
sample, because Deleys et al., US Patent No 5,922,532 teaches the method of diagnosing HCV 
infection comprising detection of antibodies to HCV in a biological sample using polypeptides 
specific to the said antibodies. 

One skilled in the art would have had a reasonable expectation of success to detect the 
presence of an antibody with specificity to the HCV polypeptide in a biological sample using 
peptides specifically binding the said antibodies because immunological methods such as ELISA 
and RIA used to detect antibodies in a biological sample are routinely performed in the art. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Agnieszka Boesen whose telephone number is 571-272-8035. 
The examiner can normally be reached on 9:00 AM to 5:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Agnieszka Boesen, Ph.D. 
Examiner 
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